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DETAILED ACTION 
Claim objections 

1 . Claims 1 3 and 26 are objected to because of the following informalities: 
Claim 13: "electron" in line 3 should be replaced with -electronic-, 

Claim 26: "deice" in line 4 should be replaced with -device-. Appropriate correction is 
required. 

Claim Rejections - 35 USC § 112 

2. Claims 18 and 22 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. In this case: 

The term "reduced portion" in claim 18 is a relative term, which renders the claim 
indefinite. The term "reduced portion" is not defined by the claim, the specification does 
not provide a standard for ascertaining the requisite degree, and one of ordinary skill in 
the art would not be reasonably apprised of the scope of the invention. 
The term "hard plastic material" in claim 22 is a relative term, which renders the claim 
indefinite. The term "hard plastic material" is not defined by the claim, the specification 
does not provide a standard for ascertaining the requisite degree, and one of ordinary 
skill in the art would not be reasonably apprised of the scope of the invention. 

Claim Rejections - 35 USC § 102 

3. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) The invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

4. Claims 1,12, 24-26, 29 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Beret et al. (U.S. 61 95581 ) [hereinafter Beret]. 

Beret discloses a thermometer/ medical device in combination with a probe cover 
(intelligent medical device barrier) adapted to be received by a probe of the 
thermometer, a sensor indicating that the probe cover is "installed" or "not installed", a 
temperature measuring sensor that is activated when the probe cover is installed. The 
device is also provided with a warning signal that is issues to inform the user that the 
probe cover is about to be used twice enabling the user to take appropriate steps to 
avoid it. This would imply, that the user would replace the probe cover and the 
measurements would be taken only after the clean probe cover is on. There is a second 

(temperature) sensor in the probe. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

5. Claims 1-3, 5-8, 11-15, 17, 19, 24-25 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Ota (U.S. 6584426). 

Ota discloses in Fig. 9 a device/ thermometer/ medical device in combination 
with a probe cover (intelligent medical device barrier) comprising a temperature sensor 
(second sensor means) and a probe cover as claimed by applicant. Ota teaches a 
probe cover detector 9 for detecting presence or absence of the probe cover 2 on a 
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probe. The probe cover has a flange (collar/ retaining means) 2b with openings/ holes 
(ID codes, in a broad sense, barcodes) 2a for contacting/ retaining the buttons/ switches 
1a on the probe (col. 4, lines 50-65). This would imply that the holes 2a on the probe 
cover also serve as retaining means providing retaining of buttons 1a of the probe by 
insert (or detent or protrusion for contacting the buttons/ enable switch). There, 
inherently, are an electronic unit and an electrical connection between the probe cover 
ID and the electronic unit. There, inherently, is some device (calibration device), which 
would recognize the probe cover by a proper code. 

The method steps will be met during the normal operation of the device stated above. 

6. Claims 1, 3, 12, 24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Makita et al. (U.S. 5487607) [hereinafter Makita]. 

Makita discloses a device/ thermometer/ medical device in combination with a 
probe cover (intelligent medical device barrier) comprising a temperature sensor 
(second sensor), the device comprising a probe cover device that is operatively 
connected to a start switch 30 only when the probe cover C is mounted on probe 2 in an 
indentation 2a. This would suggest a retaining means on the cover mating with the 
indentation 2a. Makita teaches a probe cover C detection switch (col. 2, line 38) 40 on 
the probe. There is a second (temperature) sensor in the probe. 

7. Claims 1 , 12, 24 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Kraus et al. (U.S. 6789936) [hereinafter Kraus]. 

Kraus discloses a device in the field of applicant's endeavor comprising a sensor 
4 for determining if a cover is on or off a probe 2. As shown in Fig. 1 , upon attachment, 
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the probe cover is secured to a portion of the probe containing the switch 4, and the 
switch 4 is activated when the probe cover is secured on the probe and contacts the 
switch 4. This would imply that the portion of the probe containing the switch 4 is a 
retaining means for the probe cover. There is a second (temperature) sensor in the 
probe. 

8. Claims 1, 3, 12, 24 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Tabata et al. (U.S. 6513970) [hereinafter Tabata]. 

Tabata discloses a device in the field of applicant's endeavor. Tabata teaches in 
Fig. 1 that if a probe cover 47 is placed onto a probe 40, a protruding end (protrusion) 
61A is pushed by a detent (surface) on the cover against a spring 62 by a ring 48, as 
the result, contacts 63 turning off a probe cover switch, thereby sensing the presence of 
the probe cover (col. 8, lines 20-29). This would imply that there is retaining means 
secured to a thermometer/ medical device that is activated and activates the probe 
cover switch when the cover is on. There is a second (temperature) sensor in the probe. 

9. Claims 1-5, 12-14, 19, 22-27, 29-30 are rejected under 35 U.S.C. 102(b) as 
being anticipated by DeFrank et al. (U.S. 5066142) [hereinafter DeFrank]. 

DeFrank discloses a device in the field of applicant's endeavor comprising a 
cover 34 at least partially made of plastic (polyethylene) and having flanges contacting a 
sensor means/ switch 44 to provide an electrical signal that the probe cover is on by 
means of pressing onto sensors/ enable switches 32 which are used to disable the 
thermometer until the used probe cover has been replaced with the other (col. 5). 
Therefore, DeFrank teaches that the thermometer can be activated only if the probe 
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cover is in place and not until the used probe cover has been removed and replaced 
with another (col. 5, lines 50-55). The probe cover has a (hard) plastic collar (frame) 36 
contacting the enable switches 32. The device comprises an electronic unit (electrical 
connection), which, inherently, activates the device upon receiving a signal that a new 
probe cover is on. The probe cover is retained by annular ribs (retaining means) 30 or 
friction interference fit to the probe and thus, to the sensors/ enable switches 32 on the 
probe. There is a second (temperature) sensor in the probe. 

The method steps will be met during the normal operation of the device stated above. 
10. Claims 1-6, 8, 12-14, 18-27, 29-30 are rejected under 35 U.S.C. 102(e) as being 
anticipated by Nadeau, Jr. et al. (U.S. 6549794) [hereinafter Nadeau]. 

Nadeau discloses in Figs. 1-13 a device/ combination of a medical probe and a 
probe cover (cap) 130/ intelligent medical device barrier comprising all the subject 
matter disclosed by applicant including a tab 412 which, when removed will break an 
arm 410. Accordingly a plastic cap/ cover 130 cannot be used more than once. This 
would imply that, in a broad sense, the fact that the tab is broken serves as an 
identification/ indication that the cover has been. 

The probe cover/ barrier/ cap 1 30 having a non-reusability unit (identification if 
the probe has/ has not been previously used). Nadeau teaches (Fig. 12 and col. 10, 
lines 25-67) a switch that is triggered by movement of a ring 1204 on the probe 120 to 
indicate to an electronic unit (by electrical connection) 1 1 0 that a new probe cover is 
present. The probe cover/ cap 130 has a retaining means: a collar (guard ring) 1202, a 
catch/ protrusion means (col. 10, line 35) 1220 that protrudes from the collar/ cap 130, 
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catches/ secures the cap 130 on the probe 120 and makes contact with the switch (col. 

10. line 61) to start the operation. The probe 120 also comprising a second 
temperature) sensor. 

In another embodiment (Figs. 11), Nadeau teaches to provide the cap 130 with 
(insertable) fingers (protrusions or detail) 1 120 (in the inner surface of the collar, as 
shown in Figs. 1 1 ) which are in a latching/ snap catching position/ displaced to engage 
with the probe 120 when the cap 130 is mounted onto the probe, and remains in the 
position preventing the cap 130 to be mounted onto the probe once the cap 130 is 
removed from the probe 120. Therefore, the cap 130 cannot be reused (col. 10, lines 
19-24). It is inherent, that there is some surface/ ledge to engage with the fingers. 
The method steps will be met during the normal operation of the device stated above. 

11. Claims 1, 12,19, 24 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Beerwerth et al. (U.S. 6149297) [hereinafter Beerwerth]. 

Beerwerth discloses in Fig. 1 a device in the field of applicant's endeavor 
comprising a probe cover having an annular collar 16 which comes in contact with a 
switch 15 on a medical probe, the switch indicating that the probe cover is on. 

Claim Rejections - 35 USC § 103 

12. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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13. Claims 3-4, 6-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Tabata in view of O'Hara et al. (U.S. 4662360) [hereinafter O'Hara]. 

Tabata discloses the device as stated above. 

Tabata does not explicitly teach the limitations of claims 3-4, 6-8. 

O'Hara discloses a device in the field of applicant's endeavor (plastic probe 
cover), the device is comprising retaining means (ring/ collar) having ears (protrusions) 
18 for insertion (mating) with a corresponding detent (surface) on a medical device 
(thermometer) (col. 5, lines 15-18). The retaining means, inherently, provides coupling 
of the probe cover to the probe, and the switch to the cover. 

Therefore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to modify the device, disclosed by Tabata, so as to provide 
the device with retaining means having hooks and ears, as taught by O'Hara, in order to 
ensure strong attachment of the cover to the probe during the measurements, as very 
well known in the art, in order to ensure that the probe is covered and thus, preventing 
contamination from one patient to another. 

14. Claims 9, 15-16, 28 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over DeFrank in view of Henwood (U.S. 6132086). 

DeFrank discloses the device as stated above. 
DeFrank does not explicitly teach the limitations of claims 9, 1 5-16, 28. 
Henwood discloses a device in the field of applicant's endeavor wherein 
Henwood teaches that a probe cover could contain thermosensitive dye/ ink that 
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changes its color after being used, and thus, it could be identified by color whether the 
probe cover has or has not been used. 

Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the probe cover, so as to make it of thermosensitive ink/ dye/ color, as taught by 
Henwood, in order to provide the user with an instant visual indication that the cover 
was previously used, so as to prevent contamination from one patient to another. 
The method steps will be met during the normal operation of the device stated above. 
15. Claims 2, 9, 18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
DeFrank in view of Kerr (U.S. 6945936). 

DeFrank discloses the device as stated above. 

DeFrank does not explicitly teach the limitations of claims 2, 9, 18. 

Kerr discloses a barrier device (probe cover) for a medical probe having a 
protruding pull tab 6 which can be used as means of levering the barrier from the probe 
once used (col. 4, lines 50-53). The device is provided with a color indicator that can be 
used to indicate that the cover/ barrier is not sterile. This would imply that the color 
indicator provides the indication that the barrier was used. 

Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the probe cover, so as to make it of thermosensitive ink/ dye/ color, as taught by Kerr, in 
order to provide the user with a visual indication that the cover was previously used, so 
as to prevent contamination from one patient to another. 

Therefore, it would have been obvious to one of ordinary skill in the art to modify 
the probe cover, so as to add a pull tab to the probe cover in the device, disclosed by 
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DeFrank, in order to make it easier for the user to remove the cover without having 
expensive ejecting mechanisms and without touching a potentially infectious tip of the 
probe cover, as suggested by Kerr. 

Allowable Subject Matter 

1 6. Claim 1 0 is objected but would be allowable 

Conclusion 

1 7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. The prior art cited in the PTO-892 and not mentioned above 
disclose related devices and methods. 

Esseff et al. (U.S. 541 1032) [hereinafter Esseff] discloses in Figs. 1 , 5-6 a probe cover 
comprising an annular collar (horizontal portion) and legs (detail) 44 for insertion in a 
corresponding recess (ledge) 48 in a probe adjacent to a piercing switch 50 indicating 
that the probe cover is on/ off and deforming the cover so as it would not be reused. 
Also, 46 can hook upon a lip 52 of the probe. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gail Verbitsky whose telephone number is 571/ 272- 
2253. The examiner can normally be reached on 7:30 to 4:00 ET. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Diego Gutierrez can be reached on 571/ 272-2245. The fax phone number 
for the organization where this application or proceeding is assigned is 703-872-9306. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



GKV 



Gail Verbitsky 
Primary Patent Examiner, TC 2800 
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